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DETAILED ACTION 

Election/Restrictions 

Restriction to one of the following inventions is required under 35 U.S.C. 121: 

I.        Claims 17-24, as specifically drawn to a diagnostic method comprising collecting a 

body fluid from an individual, measuring an insulin-like growth factor binding 

protein (IGFBP) concentration, measuring a tumor marker concentration, calculating 

an indicator ratio based upon the measured concentrations, wherein the indicator 

ratio provides a means for chscriminating between benign disorders and cancer, and 

measuring an insulin-like growth factor (IGF) concentration, wherein the indicator 

ratio is based upon at least two of the measure concentrations, classified in class 435, 

subclass 4. 

(Upon election of Group I, the applicant must choose ONE IGFBP from 

those listed in Claim 20 and ONE tumor marker from those listed in Claim 

22, as each IGFBP and tumor marker is a distinct invention requiring 

separate searches, NOT a species) 

II       Claims 25-31, as specifically drawn to a diagnostic method comprising collecting 

a body fluid from an individual, measuring an insulin-like growth factor binding 

protein (IGFBP) concentration, measuring a growth factor concentration, 

measuring a tumor marker concentration, and calculating an indicator ratio based 

upon the measured concentrations, wherein the indicator ratio provides a means 

for discriminating between benign disorders and cancer, further comprising 

measureing an insulin- like growth factor (IGF)concentration, classified in class 

435, subclass 4. 
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(Upon election of Group II, the applicant must choose ONE growth factor 

from those listed in Claim 26, ONE IGFBP from those listed in Claim 27, and 

ONE tumor marker from those listed in Claim 29, as each growth factor, 

IGFBP and tumor marker is a distinct invention requiring separate searches, 

NOT a species) 

III. Claims 32-36, as specifically drawn to a diagnostic method for discriminating 

between benign prostate disorders and prostate cancer in an individual, 

comprising collecting a body fluid from the individual, measuring a prostate 

specific antigen (PSA) concentration, measuring an insulin-like growth factor 

binding protein 3 (IGFB-3) concentration, and calculating an indicator ratio based 

upon the measured concentration, wherein the indicator ratio provides a means for 

discriminating between benign prostate disorders and prostate cancer, classified in 

class 435, subclass 4. 

IV. Claim 37, as specifically drawn to a diagnostic method for discriminating between 

benign prostate disorders and prostate cancer in an individual, comprising 

collecting a body fluid from the individual, measuring a prostate specific antigen 

(PSA) concentration, measuring an insulin-like growth factor binding protein 3 

(IGFBP-3) concentration, and calculating an indicator ratio of (intact IGFBP- 

3/total IGFBP-3)/PS A based upon the measured concentrations, wherein the 

indicator ratio provides a means for discriminating between benign prostate 

disorders and prostate cancer, classified in class 435, subclass 4. 

V. Claim 38, as specifically drawn to a diagnostic method for discriminating between 

benign prostate disorders and prostate cancer in an individual, comprising 

collecting a body fluid from the individual, measuring a prostate specific antigen 

(PSA) concentration, measuring an insulin-like growth factor binding protein 3 

(IGFBP-3) concentration, and calculating an indicator ratio of intact IGFBP- 

3/PSA based upon the measured concentrations, wherein the indicator ratio of 
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intact IGFBP-3/PSA provides a means for discriminating between benign prostate 

disorders and prostate cancer, classified in class 435, subclass 4. 

VI.     Claim 39, as specifically drawn to a diagnostic method for discriminating between 

benign prostate disorders and prostate cancer in an individual, comprising 

collecting a body fluid from the individual, measuring a prostate specific antigen 

(PSA) concentration, measuring an insulin-like growth factor I (IGF-I) 

concentration, measuring an insulin-like growth factor binding protein 3 (IGFBP- 

3) concentration, and calculating an indicator ratio of (IGF-I/intact IGFBP-3/total 

IGFBP-3)/PSA based upon the measured concentrations, wherein the indicator 

ratio of intact IGFBP-3/PSA provides a means for discriminating between benign 

prostate disorders and prostate cancer, classified in class 435, subclass 4. 

VIL    Claim 40, as specifically drawn to a diagnostic method for discriminating between 

benign prostate disorders and prostate cancer in an individual, comprising 

collecting a body fluid from the individual, measuring a prostate specific antigen 

(PSA) concentration, measuring an insulin-like growth factor I (IGF-I) 

concentration, measuring an insulin-like growth factor binding protein 3 (IGFBP- 

3) concentration, and calculating an indicator ratio based upon at least two 

measured concentrations, wherein the indicator ratio provides a means for 

discriminating between benign prostate disorders and prostate cancer, classified in 

class 435, subclass 4. 

VIII.   Claim 41, as specifically drawn to a diagnostic method for discriminating between 

benign prostate disorders and prostate cancer in an individual, comprising 

collecting a body fluid from the individual, measuring a kallikrein concentration, 

measuring an insulin-like growth factor I (IGF-I) concentration, measuring an 

insulin-like growth factor binding protein 3 (IGFBP-3) concentration, and 

calculating an indicator ratio based upon at least two measured concentrations, 
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wherein the indicator ratio provides a means for discriminating between benign 

prostate disorders and prostate cancer, classified in class 435, subclass 5. 

IX. Claims 42-48, as specifically drawn to a diagnostic method, comprising collecting 

a body fluid from the individual, measuring the tumor marker concentration of 

PSA, measuring a concentration selected from the group of insulin-like growth 

factor I (IGF-I) and insulin-like growth factor binding protein 3 (IGFBP-3) 

concentration, and calculating an indicator ratio based upon two measured 

concentrations, wherein the indicator ratio provides a means for discriminating 

between benign prostate disorders and prostate cancer, classified in class 435, 

subclass 4. 

X. Claims 42 and 49-54, as specifically drawn to a diagnostic method, comprising 

collecting a body fluid from the individual, measuring the tumor marker 

concentration of kallikrein, measuring a concentration selected from the group of 

insulin-like growth factor I (IGF-I) and insulin-like growth factor binding protein 

3 (IGFBP-3) concentration, and calculating an indicator ratio based upon two 

measured concentrations, wherein the indicator ratio provides a means for 

discriminating between benign prostate disorders and prostate cancer, classified in 

class 435, subclass 4. 

XL      Claims 42 and 55, as specifically drawn to a diagnostic method, comprising collecting 

a body fluid from the individual, measuring the tumor marker concentration, 

measuring a concentration selected from the group of insulin-like growth factor I 

(IGF-I) and insulin-like growth factor binding protein 3 (IGFBP-3) concentration, 

and calculating an indicator ratio based upon two measured concentrations, wherein 

the indicator ratio provides a means for discriminating between benign prostate 

disorders and prostate cancer, classified in class 435, subclass 4. 
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(Upon election of Group XII, the applicant must choose ONE tumor marker 

from those listed in Claim 55, as each tumor marker is a distinct invention 

requiring separate searches, NOT a species) 

The inventions are distinct, each from the other because of the following reasons: 

The invention of Groups I-XI are materially distinct methods of which differ at least in 

objectives, method steps, reagents and/or dosage and/or schedules used, response variables, and 

criteria for success. For example, Group I is drawn to a diagnostic method wherein an insulin- 

like growth factor concentration is measure, whereas Group II is drawn to a diagnostic method 

comprising measuring any growth factor concentration. In addition, Group III is drawn to a 

diagnostic method comprised of calculating an indicator ratio based upon the measured 

concentrations, whereas Group IV is drawn to a diagnostic method comprising calculating an 

indicator ratio of (intact IGFBP-3/total IGFBP-3)/PSA based upon the measured concentration. 

Furthermore, Group X is drawn to a diagnostic method using PSA as a tumor marker, whereas 

Group XI is drawn to a diagnostic method using kallikrein as the tumor marker. 

Because these inventions are distinct for the reasons given above and the search required 

for one group is not required for another group, restriction for examination purposes as indicated 

is proper. 

Applicant is reminded that upon the cancellation of claims to a non-elected invention, the 

inventorship must be amended in compliance with 37 CFR 1.48(b) if one or more of the 

currently named inventors is no longer an inventor of at least one claim remaining in the 

application. Any amendment of inventorship must be accompanied by a petition under 37 CFR 

1.48(b) and by the fee required under 37 CFR 1.17(i). 

Any inquiry concerning this communication or earlier communications from the 

examiner should be directed to Brandon J Fetterolf, PhD whose telephone number is (571)-272- 

2919. The examiner can normally be reached Monday through Friday from 8:30 to 5:00. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 

supervisor, Jeff Siew can be reached on (571) 272-0787. The fax phone number for the 

organization where this application or proceeding is assigned is 703-872-9306. 

Information regarding the status of an application may be obtained from the Patent 

Application Information Retrieval (PAIR) system. Status information for published applications 

may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 

applications is available through Private PAIR only. For more information about the PAIR 

system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 

system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 

Brandon J Fetterolf, PhD 
Examiner 
Art Unit 1642 
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